
SEP 2 7 2011

510 (k) Summary for the Sonix Ultrasound Scanner [Kt LIo-

This summary of safety and effectiveness is provided as part of this Premarket Notification in
compliance with the Safe Medical Devices Act of 1990 revisions to 21 CFR, Part 807.92, Content and
format of a 510(k) summary.

1.0 Submitter Information

1.1 Submitter

Ultrasonix Medical Corporation
130-4311 Viking Way
Richmond, British Columbia
Canada V6V 2K9
(t) 604-279-8550
(f) 604-279-8559

1.2 Contact

Chas Yu, Quality Assurance Manager
(t) 604-279-8550 x 152
(f) 604-279-8559
(e) chas.yu@ultrasonix.com

1.3 Date Prepared

August 26, 2011

2.0 Device Name

2.1 Common Name

Ultrasound Imaging System

2.2 Proprietary Name

Sonix Ultrasound Scanner

2.3 Classification Name

FR Number Product Code
Ultrasonic Pulsed Doppler Imaging System 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System 892.1560 90-IYO
Diagnostic Ultrasound Transducer 892.1570 90-ITX
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2.4 Classification

Class 11

2.5 Predicate Device:

Sonix Ultrasound Scanner (K093462)
Predicate transducer for m4DC7-3/40: 4007-3/40 cleared under K093462
Predicate transducer for L40-8/12: Li 4-5/38 and HSTl 5-8/20, both are cleared under
K093462

2.6 Reason for submission:

Clearance request for:

Addition of the following two transducers to Sonix Ultrasound Scanner which was
previously cleared under K093462.

*m4007-3/40
*L40-8/12

Note:
Indications for use and modes of operation of the Sonix Ultrasound Scanner previously
cleared under K093462 are unchanged.

Name change request

N/A

New product clearance for:

N/A
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2.7 Device description

The Sonix Ultrasound Scanner is a new multi-purpose mobile, software controlled
diagnostic ultrasound system with on-screen thermal and mechanical indices related to
potential bio-effect mechanisms. Its function is to acquire primary or secondary harmonic
ultrasound echo data and display it in B-Mode, M-Mode, Pulsed(PW) Doppler Mode,
Continuous (OW) Doppler Mode, Color Doppler Mode, Amplitude Doppler Mode, a
combination of modes, or Harmonic imaging on a Flat Panel Display. The user interface
includes specialized controls, a minimized computer keyboard, and touch panel on an
ergonomic console.

The system has an electrocardiography (EGG) display feature and support for a 3-lead
EGG cable assembly. The systems provide measurement capabilities for anatomical
structures and fetal biometry that provide information used for clinical diagnostic purposes.
The system has a PW and OW audio output feature and cine review, image zoom, labeling,
biopsy, measurements and calculations, image storage and review, printing, and recording
capabilities. The systems include a Digital Imaging and Communications (DICOM) module
which enables storage.

The system is designed for use in linear, convex and phased array scanning modes, and
supports linear, convex, microconvex and phased array probes.

The biopsy kits are accessories to the Sonix Ultrasound Scanner. These accessories are
made up of a polymeric bracket. There are features on the bracket that prevent the bracket
from being oriented incorrectly when attached to the transducer. The brackets are not
sterile and will be covered with a sterile sheath prior to use. These brackets are designed
to accept and retain the needle guides in a mechanically secure way through the medium
of the sterile sheath. The brackets are reusable. The needle guide is a separate sterile
polymeric part that attaches to the bracket through a sterile sheath. The needle guides will
support various sized needles. The needle guides are sold in sterile kits that contain
multiple needle guides, sterile sheaths, ultrasound transmission gel, and bands.

Frequency Range 2-15MHz
Transducer types Linear array

Curved array
TEE array
Intracavity array

___________________ Phased array
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The Sonix Ultrasound Scanner is designed to comply with the following standards and the
system follows Track 3.

EN 60601-1 European Norm, Medical Electrical Equipment
U L 2601 -1 Underwriters Laboratories Standards, Medical

_________________ Electrical Equipment
C22-2 No 601.1 Canadian Standards Association, Medical

Electrical Equipment
EN 60601-1-2 European Norm, Collateral Standard,

_________________Electromagnetic Compatibility
IEC 60601-2-37 Particular requirements for the safety of

_________________ultrasonic medical diagnostic equipment
AlUM AOL Acoustic Output Labeling Standard for Diagnostic

________________Ultrasound Equipment
AlUM RTD Standard for Real-Time Display of Thermal and

_________________Mechanical Acoustic Output Indices

3.0 Summary of Intended Uses

The Sonix Ultrasound Imaging System is intended for the following applications: Ophthalmic,
Abdominal, Cardiac, lntraoperative (specific), lntraoperative Neurological, Fetal, Pediatric,
Small Padts, Neonatal / Adult Cephalic, OB/GYN, Transesophageal, Transrectal, Transvaginal,
Peripheral Vascular, Musculoskeletal conventional, Musculoskeletal superficial, Pelvic, Nerve
block, Vascular Access, Transcranial.

The system also provides the ability to measure anatomical structures {fetal, abdominal,
pediatric, small organ, cardiac, transrectal, transvaginal, peripheral vessel, musculo-skeletal}
and calculation packages that provide information to the clinician that may be used
adjunctively with other medical data obtained by a physician for clinical diagnosis purposes.

4.0 Comparison to Predicate Device

The Sonix Ultrasound Scanner is substantially equivalent to the predicate devices listed below
with respect to intended use/indications for use, principles of operation and technological
characteristics.

The Sonix Ultrasound Scanner includes a digital beamformer that is similar in function to the
predicate devices beamformer. It allows transmitting and receiving signals through the
ultrasound transducers. The ultrasound transducers are similar to the ones used on predicate
devices.

The backend processing is also similar to the predicate devices and yields an ultrasound
image in realtime for diagnosis purposes.

Sonix Ultrasound Scanner (K093462)
Predicate transducer for m4DC7-3140: 4DC7-3/40 cleared under K093462

Predicate transducer for L40-8/12: L14-5/38 and HSTI 5-8/20, both are cleared under K093462

Page 10 of 43



5.0 Technological characteristics

The technological characteristics ar6 substantially similar to that of the predicates. The device
operates identically to the predicate devices in that piezoelectric material in the transducer is
used as an ultrasound source to transmit sound waves into the body. Sound waves are
reflected back to the transducer and converted to electrical signals that are processed and
displayed as 2D or M-mode images. Doppler shift caused by blood flow is displayed as Color
Flow, or as spectrum analysis. The modes of this device (2D, PW Doppler, Color Flow
Mapping Doppler, Power Doppler, Continuous Wave Doppler) are the same as the predicate
devices identified in item 2.5. Transducer patient contact materials are biocompatible.

The beam forming architecture is very similar to that of the predicate devices. The receiving
and processing hardware is similar but innovative in that it is a programmable system made of
2 building blocks, which can be reconfigured to operate the system in any imaging mode.

The parameters used to adjust image quality are the same as that seen in the predicates. This
includes the use of TGC gain, depth control, base control and angling, among others.

6.0 Safety considerations

As track 3 ultrasound device, the Sonix Ultrasound Scanner is designed to comply with the
"Standard For Real Time Display Of Thermal And Mechanical Acoustic Output Indices On
Diagnostic Ultrasound Equipment (2004)" published by the National Electrical Manufacturers
Association as UD-3.

With respect to limits on acoustic outputs, the Sonix Ultrasound Scanner complies with the
guideline limits set in the September 9, 2008 revision of 51 0(k) Diagnostic Ultrasound
Guidance.

With regard to general safety, the Sonix Ultrasound Scanner is designed to comply with IEC
601-1 (1988) Medical Electrical Equipment, Part 1: General Requirements for Safety, and lEG
60601-2-37: Particular Requirements For The Safety Of Ultrasonic Medical Diagnostic And
Monitoring Equipment.

The devices' acoustic output limits are:

ISPTA (d) 720mW)/,cm2
TIS/TIB/TIC 0.1 - 6.0 (Range)
Mechanical Index (M) 1.9 (Maximum)
ISPPA (d) 0 - 700W/cm (Range)

The limits are the same as predicate Track 3 devices.
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ZDEPARTAMENT OF HEALTH & HUMAN SERVICES Public Health Service04
Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Ultrasoiix iMedical Corporation
%/ Mr. Mdark lob
Responsible Third Party Ol4-icial
kee Ilamtorv Techniol o v Services L LC j~
13)94 251 Street N\V
B UFFA LO M N 5 53"13

Re: KI1 12726
Tradce/Device Nam111e: Son iX U tItsounld Scanner
ReUltation Ntrrber: 2l CFR 892.1530
kean Iat ion Na me: UlItrason ic pm!lCC sed oppler imaging system
Reg-UmtOrv Class: 11
P rod net CodeC: I YN I YO. and ITX
Dated: Septembher 1 9, 20 1I
Received: Septemb~r 20, 20 11

[Dear Mrh. lob:

We have reviewved yIour Section 5I 10(k) prema rket notifIication of intent to market thle device
referenced above anld we have determined thle devNice is smibstant itally equivalenlt (1'r1 thle
idicat ions lbr' mrse stated inl tile endosIe9.1-) to legally mlarketed predicaite devices marketed in

interstate commerce prior to May 28. 1976, the enactment dlate of the Medical Device
Amendmecnts, or to devices that hav'e been reclassilijed in accordance wvith tile pro visions oftile
F-ederal Food. Dru. and Cosmetic Act (Act). YOU may. therefore. Ilarket tile device smibject to
tile general controls provi siorns of the Act. The general controls provi sionis of the Act 1C I tide
req n rremerits [01-r alli mia reg strat ion. l istinrg of devices, good rnanmrfaICtUri rig practice, ItibeIinrg,
and ci proIibit i o s t-ttin st i isb ra[(nig anrd aduliiteratijoni.

Thiis deteimri un :if) nof's tbstarit jal eq ini vaI erc applies to thle lb 110 wing tran sdUCerS ilIten iedCC for
misc Withi the Sonix ll trasound Scanner, as described il ri1your premarket notifieat ion:

Transducer N'!ode! Numberl)Ct

5A4-2/24 Phased Array
'A3)-1/24 Phse Array

PA4-2/20 P1hased Array
PA7-4 Phased Array

C5-2/60 and C5-2/60 GPS Convex
C5-2/40 Convex
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07-3/50 Convex
MC9-4/12 IMicroconvex\

EC9-5/1I0 and EC9-5/1I0 GiPS N/li croconrvex E-ndocavi iv

1.9-4138 Linear
114-5/38 and 1-14-5/38 GPS Linear

1-14-5\V/60 Wide -inear
115-8/26 Linear

BPL9-S/SS -Linear Endicocavitv Biplane
BPC8-4/1 0 N'l icroconv\ex nd.Fi~ocav!itvlBiplane

1-1STI 5-8/20 Linear
4DC7-3/40 iMotorized Convex
4dl114-5/38 Nlotorized Linear

411-[C9/5 Mvotorized N/Iicroconvex En.Adocavitv
1T7-4 ianseso phaceal Phased Ai rav

TE--N'l7-3/9 Transesopnhaneal
mnTEE8-3/5 Transesophiageal
TE ElN/I A Iraiisesophiageal

10T19-5/40 Convex Intrao peati orial
M4DC7-3)/40 Motorized Convex

1-40-9/12 Linear

If yourll device is classified (see above) into either class 11 (Special Controls) or class Ill (PMAli).
il may be subject tO suIch additional controlIs. Existing major regu1.lations affecting 'our cle\'ice
Call be foun11d inl the Code of' Federal Reglation01s, TIitle 21, Parts 800 to 895. Inl addition, FDA
mlay1 pub I sh ftr rther anol' ncen1MIIts con1cern inU yo ur device in thle Federal Regi ster.

Please be advised that FDA's issulance of a substantial equivalence determination does not mecan
that FIDA has made a deterni ination that \'otrr1 deCvice corn plies iith other requirements of the Act
or an v Federal statu~tes and regulations administered by other Fedteral agencies. YOU mu1Lst

compl I'with all the Act's requirements. 1Iicluing, but no0t li mi ted to: registration and listing (21I
C FR P;art 807);' labeling (2 I C FR Part 801); good mann -factulrin~g practice reqtI~i i emlents as set
Forth inl te quality systemls (QS) regulation (21 C FR Part 820); and if applicable, the electronic
pr-oduct radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow YOU to begin marketirig your device as descri bed inl your11 premarket
notification. Thle FDA fi ndi ng of substaniail equivaIlnce ofyour deCvice to a legally marketed
predCicate deCVice r esults inl a classificationl for your devi ce and th us permits y'oUr device to
procet to market.

If' YOU desire specific advice for- your device onl our labelin- regulation (21 CER Part 801). please
go to lhtt)://wwwv \.fda.gov,/AboutFDA/CenitersOfftces/C1) lI-I/C1)R1lOffICeS/LCmll 11 5809.h"tml for'
the Center for Devices and Raid iologi cal I-I caltb's (CD RI-I') Ollice of Comnpl iaince. Also, pleaise
note thle reendltionl entitled. 'M/is branlding by' reference to premarket noti ficatiorn" (21 CFR Part.
807.97). For question1s regarding the reporting of adverse Ceents un1der the IMDR regul-1ationl (21
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CI(R Pa it 803: V please go to
litp:/xxv fdIa.u(ov!Mddic a [.TvicsS a Fe Iw/Rgpramk ~lhr for the CDR -I's 0111cc
of Surveillnce and IirercIjiso ofPostnmrkei Stirveillance.

If 1)oU have any questions regarding the content of this leter. please contat Shabram Vaezy at

(30 1) 796-6242.

Sincerely 'Youlis.

M'arv S. P astel - Sc.ID.
Director
Divisioji of Radiological IDevices
o ff1ce of In \/tro Di agnrosti De vice

FHal nationl arnd Safety
Center fbr fDevces and Radiological -Health

Enclosure(s)



Indications for Use Form

51 0(k) Number (if known): 1I 1L 2 1 A l

Device Name: Sonix Ultrasound Scanner

Indications for Use:

The Sonix Ultrasound Scanner is intended for the following applications:
Ophthalmic, Abdominal, Cardiac, lntraoperative (specific), lntraoperative Neurological,
Fetal, Pediatric, Small Parts, Neonatal/ Adult Cephalic, OB/GYN, Transesophageal,
Transrectal, Transvaginal, Peripheral Vascular, Musculoskeletal conventional,
Musculoskeletal superficial, Pelvic, Nerve Block, Vascular Access, Transcranial.

The system also provides the ability to measure anatomical structures {fetal,abdominal,
pediatric, small organ, cardiac, transrectal, transvaginal, peripheral vessel, musculoskeletal}
and provides calculation packages that provide information to the clinician that may be used
adjunctively with other medical dataobtained by a physician for clinical diagnosis purposes.

Prescription Use x AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) AN/R(21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER
PAGE OF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (QIVO)

Divison 2 igOf 
Office of In Vitro Diagnostic Device
Evaluation and Safety

51 10(k)Y)1 QT

K Page 1 of 1



ULTRASOUND INDICATIONS FOR USE TABLES

Sonix Ultrasound Scanner - Diagnostic Ultrasound Indications for Use Formi

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

______Mode of Operation
Clinical Application W MW p cw Color Power Combined Other

Dope DoppDopp ope Doppler Modes" N..

Ophthalmic P P P P P P P13-6,111
Fetal P P P p P P P P134,1111
Abdominal P P P P P P P P[3-,111
lntraoperative' P P P P p P P[3411

lntraoperative Neurological P P P P P P P13-S
Pediatric P P P P P P PP[6,11
Small Organ2  P P P P P P P P134,11]
Neonatal Cephalic P P P P P P P P13-6.8,1111
Adult Cephalic P P P P P P P P[3-6,8,111
Cardiac P P P P P P P P[3-6,81
Transesophageal P P P P P P P lp[3-6,8
Traileca P P P, P P P P P13-1,11!
Transvaginal P P P P P P P P[34,111
Transurethral
Transcranial P P P P P P P P[3-6,8]
Peripheral Vascular P P P P P P P P13-1,1111
Laparoscopic
MSK Conventional P P P P P P P P[34,111
MSK Superficial P P P P P P P 1 134,111!
Vascular Access P P P P P P P 1 134,10,111
Nerve Block P P, P P P P P P13-9,111!
Other

N = New indication- P =Previously cleared under K093462

Notes:
I Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elaslography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D/4D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion / OPS (available only with the GPS transducer).
12 B/M, B/PW Doppler or cw Doppler, B/C/PW Doppler (Triplex) or CW Doppler (Triplex CW), B/Power Doppler/PW Doppler or OW

Doppler, Simultaneous Color Doppler or Power Doppler

Prescription Use Only

rvision Sign-OO)
Divisicof Radiological Devices

Office of In Vtro Diagnostic Device Evaluation and Safety

51oK



ULTRASOUND INDICATIONS FOR USE TABLES

5A4-2/24 Phased Array Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Made of Operation
Clinical Application AW M ~CW Color Power Combined Other

13 M Doppler Doppler Doppler Doppler Modes 2  
loj

Ophthalmic
Fetal
Abdominal P P P P P Ps P P368
Intraoperative'
Intraoiperative Neurological
Pediatric P P P P P Ps P P[3-6.81
Small Organ2

Neonatal Cephalic P P P P P P P[3-6,81
Adult Cephalic P P P P P P P P[3-6,8]
Cardiac P P P P P P P P(3-o8]
Transesophageal
Transrectal
Transvaginal
Transurethral
Transcranial P P P P P P P P13-6,81
Peripheral Vascular
La pa rosco picI
MSK Conventional
MSK Superficial
Vascular Access
Nerve Block
Other

N = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast. Thyroid. Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D14D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion / OPS (available only with the OPS transducer).
12 B/M, B/PW Doppler or CW Doppler, B/C/PW Doppler (Triplex) or CW Doppler (Triplex CW), B/Power Doppler/PW Doppler or CW

Doppler Simultaneous Color Doppler or Power Doppler

Appendix C: Transdcuer Specifications SONIX User Manual

2

Prescription Use Only

(Divisijn Sign-Off
Divsion of adiologicai Devices

Off ice of In Vitro Diagno tic Device Evaluation and Safety

510K- ' 1Q(



ULTRASOUND INDICATIONS FOR USE TABLES

SA3-1124 Phased Array Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW CW Color Power Combined Other

DoBe flopDoppl ope Doppler Modes"2  
[Nownj

Ophthalmic
Fetal
Abdominal P P P P P P P P368
lnlroperative'
lntraolperative Neurological ___

Pediatric P P P P P P P P368
Small Organ 

2

Neonatal Cephalic P P P P P P Pp13i,aj
Adult Cephalic P P P P P P P P[3.6,81
Cardiac P P P P P P p P(3-6,S]
Transesophageal
Transrectal
Transvaginal
Transurethral
Transcranial p p P P P P P P(3.6,81
Peripheral Vascular
LaparoscopicI I
MSK ConventionalI
MSK Superficial
Vascular Access
Nerve Block
Other

IN = New indication: P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 30/4D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion / GPS (available only with the CPS transducer).
12 RIM, S/PW Doppler or CW Doppler, RIC/PW Doppler (Triplex) or CW Doppler (Triplex CW). B/Power DopplerIPW Doppler or CW

Doppler, Simultaneous Color Doppler or Power Doppler

SONIX User Manual Appendix C: Transdcuer Specifications

3

Prescription Use Only

(Of ion Sign-Off)
Dvso Radliobogica Devices

Office of In ViroDegsic Device Evaluation and Safety

510K-



ULTRASOUND INDICATIONS FOR USE TABLES

PA4-2120 Phased Array Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application M PW cw Color Power Combined Other

a M Doppler Doppler Doppler Doppler Modes" NIti

Ophthalmic
Fetal
Abdominal P P P P P P P P[3.6,8]
lnlraopeai
lnlraoiperalive Neurological
Pediatric P P P P P P P P[34,81
Small Organ'
Neonatal Cephalic P P P P P P P368
Adult Cephalic p p p p p P P P(Fi8
Cardiac P P P P P P P P(3-6,81
Transesophageal
Transrectal
Transail
Transurethral
Transcranial P P P P P P P P134681
Peripheral Vascular
La pa roscopic
MSI< Conventional
MSK Superficial
Vascular Access
Nerve Block
Other

IN = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D14D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of centrl or peripheral lines
11 Volume Navigation / Image Fusion / GPS (available only Wih the GPS transducer).
12 Bi B/PW Doppler or cw Doppler, BIC/PW Doppler (Triplex) or CW Doppler (Triplex CW), B/Power DopplerIPW Doppler or CW

Doppler, Simultaneous Color Doppler or Power Doppler

Appendix C: Transdcuer Specifications SONIX User Manual

4

Prescription Use Only

(Division S.nOf
O DiefivDision Of Pad Ogi Devices

Offce f I Vitro Diagnostic Device Evaluation and Safety



ULTRASOUND INDICATIONS FOR USE TABLES

PA7-4 Phased Array Transducer
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW cw Color Power Combined Other

B M Doppler Doppler Doppler Doppler Modes" -IN..]

Ophthalmic
Fetal
Abdominal P P P P P P p P[3-6,81
lntraolperative'
lntraoperative Neurological
Pediatric P P P P P P P P13-6,1
Small Organ

2

Neonatal Cephalic P P P P P P P(3-6,81
Adult Cephalic P P P P P P P P[3.,81
Cardiac P p p p p p p P[34,8!
Transesophageal
Transrectal
Transvaginal
Transurethral
Transcranial P P P P P P P P[3-6,81
Peripheral Vascular
La pa rosco pic
MSI< Conventional
MSK Superficial
Vascular Access
Nerve Block
Other

IN = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D/4D Imaging

8 Imaging for guidance of biopsy
9 Imaging for guidance or nerve block iniections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion / GPS (available only wiith the GPS transducer).
12 BIM. BIPW Doppler or CW Doppler, B/C/PW Doppler (Triplex) or CW Doppler (Triplex CW), B/Power Doppler/PW Doppler or CW

Doppler, Simultaneous Color Doppler or Power Doppler

SONIX User Manual Appendix C: Transdcuer Specifications

5

Prescription Use Only

(Di ion Sign-Off)
Division Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510K< PI)T-7214



ULTRASOUND INDICATIONS FOR USE TABLES

C5-2160 and C5-2/60 GPS Convex Transducers

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application PW cW Color Power Combined Other

B M Doppler Doppler Doppler Doppler Moes (Noos]

Ophthalmic
Fetal P P P P P P P[3-6.11ll
Abdominal P P p P P P P[3-6,8,111
lntraoperalive'
lntraolperalive Neurological
Pediatric p p p p p p P13-.8,111
Small Organ 2  p p p p p p P(-,8,11]
Neonatal Cephalic
Adult Cephalic
Cardiac
Tra F s esoph a geal
Transirectal
Transvaginal
Transurethral
Transcranial
Peripheral Vascular P P P P P P P[346,e11lj
La pa rosco p ic
MSK Conventional P P P P PPP[3-6,8,11j
MSK Superficial P P P P PPP[3-6,8,11j
Vascular Access
Nerve Block
Other

N = New indication; P =Previously cleared under K(093462

Notes:
1 Abdominal organs and vascular
2 Breast Thyroid. Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D14D Imaging

8 Imaging for guidance of biopsy
9 imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion / GPS (available only with the GPS transducer).
12 BIM, BIPW Doppler or CW Doppler BICIPW Doppler (Triplex) or CW Doppler (Triplex CW), B/Power OopplerIPW Doppler or CW

Doppler, Simultaneous Color Doppler or Powver Doppler

Appendix C: Transdcuer Specifications SONIX User Manual

6

Prescription Use Only

Division Radiological Devices
Office of In Vitro Didnostic, Deavice Evaluation and Safety

rSlv'at'_nand Sf



ULTRASOUND INDICATIONS FOR USE TABLES

CS-2140 Convex Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application P M CW Color Power Combined Other

B M Doppler Doppler Doppler Doppler Modes2  [N.i.]
Ophthalmic
Fetal P P P P P P P[3.6,81
Abdominal P P P P P P P[3-6,8j
lntraoperative'
lntraopierative Neurological
Pediatric P P P P P P P(3-6,81
Small Organ2  P P P P P P P(3-6,8j
Neonatal Cephalic
Adult Cephalic
cardiac
Transesophageal
Transrectal
Transvaginal
Transurethiral
Transcranial
Peripheral Vascular P P P P P P P[3,81
La pa rosco pic
MSK Conventional P P P P P P P(34,81
MSK Superficial p p p P P P P[3.6,81
Vascular Access
Nerve Block
Other

N = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D/4D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation I Image Fusion / GPS (available only with, the GPS transducer).
12 B/M, B/PW Doppler or CW Doppler, B/C/PW Doppler (Triplex) or CW Doppler (Triplex CW). B/Power Doppler/PW Doppler or CW

Doppler, Simultaneous Color Doppler or Power Doppler

SONIX User Manual Appendix C: Transdcuer Specifications

7

Prescription Use Only

(Div-is nSjr)-Of
Division of adiologkaJ Devices

Office of In Vitro Diagnostic Device Evajuatjcn and Safely

5rK-J6 I 'J _ Q (



ULTRASOUND INDICATIONS FOR USE TABLES

C7-3/50 Convex Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application PW CW Color Power Combined OtherB M Doppler Doppler Doppler Doppler Modes'12  Nil

Ophthalmic
Fetal P P P P P P P 134,.8!
Abdominal P P P P P P P134i,8!
lntraoperative'
Intreoperative Neurological
Pediatric P P P P P P Px[3-a]
Small Organr2  

P P P P P P P[3.6,8]
Neonatal Cephalic P P P P P P P68
Adult Cephalic P P P P P P P[3-6,8]
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Transcranial
Peripheral Vascular P I P P P P P P13.,81
La pa rosco pic
MSI< Conventional P P PP P P P134,8!
MSK Superficial P P PP P P P(3.6,81
Vascular Access
Nerve Block
Other

N = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D/4D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion / GPS (available only with the GPS transducer).
12 B/M, SIPW Doppler or OW Doppler, B/C/PW Doppler (Triplex) or OW Doppler (Triplex OW), B/Power DopplerIPW Doppler or OW

Doppler, Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

MC9-4/12 Microconvex Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application Py. CW color Power Combined OtherB M Doppler Doppler Doppler Doppler Modes'2  

(N.)n

Ophthalmic
Fetal P P P P P P P P(3,6,81
A bdomnal P P P P P P P P[3-6,81
lntraoperative'
lntraolperative Neurological
Pediatric P P P P P P P P[3-,81
Small Organ 2  

P P P P P P P P[3-6,81
Neonatal Cephalic P P P P P P P P[34.81
Adult Cephalic P P P P P P P P(3-6,8J
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Transcranial P P P P P P P P13-6.81
Peripheral Vascular P P P P P P P P13-6,81
Laparoscopic
MSK Conventional P P P P P P P P[3-6,81
MSK Superficial P P P P P P P P368
Vascular Access P P P P P P P P13-6.101
Nerve Block P P P P P P P P[346,8,9]
Other

N = New indication: P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid. Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D/4D Imaging
B Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injeclions
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion I GPS (available only with~ the GPS transducer).
12 B/M. BIPW Doppler or cw Doppler. BIC/PW Doppler (Triplex) or CW Doppler (Triplex CW), B/Power DopplerlPW Doppler or CW

Doppler, Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

EC9-5f1O and EC9-5/1O GIPS Microcanvex Endocavity Transducers

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application PW CW Color Power Combined Other

B M Doppler Doppler Doppler Doppler Modes"2  
IN..]i

Ophthalmic
Fetal
Abdominal
lntraoperative'
lntraolperative Neurological
Pediatric
Small Organ 

2

Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal P P P P P P P(3-6,8,11j
Transvaginal P P P P p P 1 13-6,8,11]
Transurethral
Transcranial
Peripheral Vascular
La pa rosco pic
MSK Conventional
MSK Superficial
Vascular Access
Nerve Block
Other

N = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D3/40 Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block iniections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation /Image Fusion/I GPS (available onlywith the GPS transducer).
12 RIM, B/PW Doppler or CW Doppler B/C/PW Doppler (Triplex) or CW Doppler (Triplex CW). B/Power DopplerIPW Doppler or CW

Doppler, Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

1-9-4138 Linear Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application PW CW Color Power Combined OtherB M Doppler Doppler Doppler Doppler Modes" IN.m.)

Ophthalmic
Fetal P P P P P P P[3-,81
Abdominal P P P P P P P13-6,81
Intraoperative'
Intraoperative Neurological
Pediatric P P P P P P P13-6,1
Small Organ' P P P P P P P13-,81
Neonatal Cephalic p p P P P P P[34,81
Adult Cephalic P P P P P P P13-,81
-Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Transcranial
Peripheral Vascular P P P P P P P[34,8)
LaparoscopicII
MSK Conventional P P P P P PP3,8
MSK Superficial P P P P P P f34,81
Vascular Access P P P P P P P13-168101
Nerve Block P P PP p P P13-6,11.91
Other m

N = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elaslography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D/4D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion / GPS (available only with the GPS transducer).
12 BIM, B/PW Doppler or CW Doppler, B/CIPW Doppler (Triplex) or CW Doppler (Triplex CW). B/Power Doppler/PW Doppler or CW

Doppler, Simulaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

L14-5138 and L14-5(38 GPS Linear Transducers

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application W M ~CW Color Power Combined Other

____B__________ Doppler Doppler Doppler Doppler Modes' [No...

Ophthalmic
Fetal P p p P P p P(3-,8,111
Abdominal p p p p p p P(3.6,8,111
lntraoperative'
lntraopcerative Neurological
Pediatric P P P P P PP341,1
Small Organ2  P P P P P P P[3-6,8,111
Neonatal Cephalic P P P P P P P(3.6,8,111
Adult Cephalic P P P P P P P[3.6,8,111
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Transcranial
Peripheral Vascular P P P P P P P3,,1
La pa rosco picI
MSK Conventional P P P P P P P13-6,111
MSK Superficial P P P P P P P 134,.8,111]
Vascular Access P P P P P P P[3-6,8,10,11j
Nerve Block P P P P P P P[34,8,9,11]
Other

IN = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D/4D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion I GPS (available only with th~e OPS transducer).
12 BIM, B/PW Doppler or CW Doppler, BICiPW Doppler (Triplex) or CW Doppler (Triplex CW). B/Power Doppler/PW Doppler or OW

Doppler, Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

L14-SW/OO Wide Linear Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mdde of Operation _____

Clinical Application PW cw Color Power Combined OtherB M Doppler Doppler Doppler Doppler Modes" (N.Ital

Ophthalmic
Fetal P P P P P P P(3-6,1
Abdominal P P P P P P P[34,81
lnlraoperative'
lntraoperative Neurological
Pediatric P P P P P P P[34.81
Small Organ 2  P P P P P PP[48
Neonatal Cephalic P P P P P P P[34,8J
Adult Cephalic P P P P P P P13.6,8]
Cardiac
Transesophageal
Transrecta
Transvaginal
Transurethral
Transcranial
Peripheral Vascular P P P P P P P13-6,81
Laparoscopic
MVSIK Conventional P P P P P P P13-,81
MSK Superficial P P P P P P P134,81
Vascular Access P P P P P P P[34,8,101
Nerve Block P P P P P P P[3-6,8,91
OtherMAI

IN = New indication: P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast Thyroid. Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D/4D Imaging
8 Imaging for guidance of biopsy
o Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion /OPS (available only with the OPS transducer).
12 BIM. B/PW Doppler or CW Doppler, B/C/PW Doppler (Triplex) or CW Doppler (Triplex OW). B/Power DopplerJPW floppier or OW

Doppler, Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

Li 5-8/26 Linear Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW CW Color Power Combined Other

B M Doppler Doppler Doppler Doppler Modes12  
(N...)i

Ophthalmic P P p P P P P13.6,81
Fetal P P p P P P P[3-6,81
Abdominal
lntraoperative'
lntraoperative Neurological P P P P P P P[33-sal
Pediatric P P P P P P P(3.6,81
Small Organ2  P P P P P P P134681
Neonatal Cephalic P P P P P P P[3-6,81
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvagirial
Transuretriral
Transcranial P P P P P P P[3-6,81
Peripheral Vascular P P P P P P P[34681
Laparoscopic
MSK Conventional P P P P P P 13-6,81
MSK Superficial P P P P P P P[3.6,8!
Vascular Access P P P P P P P13.,8,10]
Nerve Block P P P P P P P[3-6,8,91
Other

N = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D/4D Imaging
8 Imaging for guidance of biopsy
g Imaging for guidance of nerve block iniections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation /Image Fusion I GPS (available only with the OPS transducer).
12 B/M. BIPW Doppler or CW Doppler BIC/PW Doppler (Triplex) or CW Doppler (Triplex CW), B/Power Doppler/PW Doppler or CW

Doppler. Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

BPL9-5155 Linear Endlocavity Biplane Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application PW CW Color Power Combined Other

B M Doppler Doppler Doppler Doppler Modes"2  
IN..al

Ophthalmic
Fetal

Abdominal
lntraoperative'
lntraoperative Neurological
Pediatric
Small Organ2

Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transirectal p p p p P p p P[3-6.8j
Transvaginal p p p p P p P P[3-6,81
Transurethral
Transcranial
Peripheral Vascular
LaparoscopicI I I
MSI< Conventional
MSK Superficial
Vascular Access
Nerve Block
Other!H

IN = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid. Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D/4D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation /Image Fusion / GPS (available only with th~e GPS transducer).
12 RIM. BIPW Doppler or CW Doppler. BIC/PW Doppler (Triplex) or CW Doppler (Triplex CW). B/Power DoppleriPW Doppler or CW

Doppler, Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

BPC8-4/1O Microconvex Endocavity Biplane Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application PW CW Color Power Combined Other

B M Doppler Doppler Doppler Doppler Modes"2  
IN.]se

Ophthalmic
Fetal
Abdominal
lIntraoperative'
lntraolperative Neurological
Pediatric
Small Organ2

Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal P P P P P P P P[3E,aJ
Transvaginal P P P P P P P P[3-6,81
Transurethral
Tran scranial
Peripheral Vascular
LaparoscopicI
MSK Conventional
MSK Superficial
Vascular Access
Nerve Block
Other

N = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound imaging
6 Freehand 3D Imaging
7 Live 3D314D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 imaging for guidance of central or peripheral lines
11 Volume Navigation I Image Fusion~ /OPS (available only with the GPS transducer).
12 8dM. BIPW Doppler or CW Doppler, B/CIPW Doppler (Triplex) or CW Doppler (Triplex CW), B/Power DopplerP Doppler or OW

Doppler, Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

HST1 5-8120 Linear Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application pWq CW Color Power Combined OtherB M Doppler Doppler Doppler Doppler 4oeS2 [IN.-]

Ophthalmic P P P P P P P[3.6,8]
Fetal P P P P P P P13-6,8]
Abdominal
lntraoperative'
lntraoperative Neurological P P P P P P P(3-6,8!
Pediatric P P P P P P 1 134,8!
Small Organ' P p p p p p P134681
Neonatal Cephalic P P P P P P P[34,81
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Transcranial P P P P P P P[34,eJ
Peripheral Vascular P P P P P P P(34,8]
Laparoscopic
MSK Conventional P P P P P P P[345,81
MSK Superficial P P P P P P P13.6,11]
Vascular Access P P P P PP P1343,1,101
Nerve Block P P P(PP3-,8,9]
Other PP

N = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D/49 Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral tines
11 Volume Navigation /Image Fusionj / PS (available only with the GPS transducer).
12 RIM. B/PW Doppler or cw Doppler, B/C/PW Doppler (Triplex) or CW Doppler (Triplex CW), B/Power Doppler/PW Doppler or CW

Doppler, Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

4DC7-3140 Motorized Convex Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application BW M cw Color Power Combined Other

B M Doppler Doppler Doppler Doppler Modes, IN..]

Ophthalmic
Fetal P P P P P P P(3-81
Abdominal P P P P P p P[3-1
lntraoiperative'
lntraoperative Neurological ___

Pediatric P P P P P P P[3-8j
Small Organ2  P P P P P P P[3-8J
Neonatal Cephalic
Adult Cehai
Cardiac
Transesophageal
Transrectal
Transvaginal
Transureth rat
Transcranial
Peripheral Vascular P P P p p p P13-a1
La pa rosco picI
MSK Conventional p p pP PP P[3-81
MS Superficial P P PP 3PP-81
Vascular Access
Nerv Block ________

Othier

N = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 30 Imaging
7 Live 3D/4D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion / GPS (available only with the OPS transducer).
12 B/M. B/PW Doppler or CW Doppler, B/C/PW Doppler (Triplex) or OW Doppler (Triplex OW), B/Power Doppler/PW Doppler or OW

Doppler, Simultaneous Color Doppler or Rower Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

4DL14-5/38 Motorized Linear Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation __________

Clinical Application PW CW Color Power Combined OtherB M Dopple ope ope Doppler Modes"~ lNo.ss

Ophthalmic
Fetal P P P P P P Pi34
Abdominal P P P P P P P[3-81
lntraoperative'
lntraolperative Neurological
Pediatric P P P p P P P(3-e1
Small Organ' p p p p p p P13.81
Neonatal Cephalic p p p p p p P[3-8]
Adult Cephalic p p p P P P P13-81
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Transcranial
Peripheral Vascular
Laparoscopic
MSK Conventional P P P P P P P[3-81
MSK Superficial p p p p p p P1341
Vascular Access p p p p p p P[34,11
Nerve Block P p P P P P P(3-91
Other

N = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D imaging
7 Live 3D/40 Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block Injections
10 Imaging for guidance oflcentral or peripheral lines
11 Volume Navigation I Image Fusion / CPS (available only with the GPS transducer).
12 B/M, BJPW Doppler or CW Doppler, B/CIPW Doppler (Triplex) or CW Doppler (Triplex CW), B/Power Doppler/PW Doppler or CW

Doppler, Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

4DEC9-5I10 Motorized Microconvex Endlocavity Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application PW CW Color Power Combined OtherB M Doppler Doppler Doppler Doppler Modles& [N.-o]

Ophthalmic
Fetal
Abdominal
lntraoperative'
Intreolperative Neurological
Pediatric
Small Organ'
Neonatal Cephalic
Adult Cephalic
Cardiac ___

Tra ns eso pha ge a
Transrectal P P P P P P P P[3-8
Transvaginal P P P P P P P P[3-4]
Transurethral
Transcranial
Peripheral Vascular ___

La pa rosco pic
MSK Conventional
MSK Superficial
Vascular Access
Nerve Block
Other

N = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid. Testicle
3 Elaslography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 30/40 Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navgadon / Image Fusion / OPS (available only with the OPS transducer).
12 A/M. BIPw Doppler or CW Doppler B/C/PW Doppler (Triplex) or CW Doppler (Triplex CW), B/Power Doppler/PW Doppler or CW

Doppler, Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

T7-4 Transesophageal Phased Array Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _____

Clinical Application PW CW Color Power Combined OtherB M Dopppler Doppler Doppler Doppler Modes"2  
[N.-]

Ophthalmic
Fetal
Abdominal
Intraolperative'
Intraoperative Neurological
Pediatric
Small Organ 2

Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal P P P P P P P P[3.6,8j
Transreclal
Transvaginal
Transurethral
Transcranial
Peripheral Vascular
Laparoscopic
MSK Conventional
MSK Superficial
Vascular Access
Nerve Block
Other

N = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Etastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D/40 Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation /Image Fusion / CPS (available only with the OPS transducer).
12 BIM. B/PW Doppler or CW Doppler, B/C/PW Doppler (Triplex) or CW Doppler (Triplex OW). B/Power Doppler/PW Doppler or CW

Doppler. Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

TEM7-3/9 Transesophageal Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application Pw M W Color Power Combined Other

B FM___________ Doppler Doppler Doppler Doppler Modes" [Natual

Ophthalmic
Fetal
Abdominal
lntraoperative'
lntraoperative Neurological ___

Pediatric
Small Organ 

2

Neonatal Cephaeic
Adult Cephalic
Cardiac
Transesophageal P P P P P P P P[3-6,8]
Transrectal
Transvaginal
Transurethral
Transcraniat
Peripheral Vascular
Laparoscopic
MSK Conventional ___

MSK Superficial
Vascular Access
Nerve Block
Other

N = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D/40 Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion! / PS (available only with the GPS transducer).
12 S/M, S/PW Doppler or CW Doppler, BICIPW Doppler (Triplex) or CW Doppler (Triplex OW), S/Power Doppler/PW Doppler or CW

Doppler, Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

mTEE8-315 Transesophageal Transducer

Intended use: Dlagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application M PW CW Color Power Combined Other

B M Doppler Doppler Doppler Doppler Modes"2  
INo..]

Ophthalmic
Fetal
Abdominal
lntraoperative'
lntraopoerative Neurological
Pediatric
Small Organ2

Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal p p p p p p P P13-6,81
Transrectal
T ra nsva gin a
Tran surethiral
Transcranial
Peripheral Vascular
La pa rosco pic
MSK Conventional
MSK Superficial
Vascular Access
Nerve Block
Other

N = New indication; P =Previously cleared under K(093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live SD/4D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation!/ Image Fusion / OPS (available only with the GPS transducer).
12 BIM. B/PW Doppler or cw Doppler, B/C/PW Doppler (Triplex) or CW Doppler (Triplex CW). B/Power Doppl Doppler or CW

Doppler, Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

TEEIMA Transesophageal Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application pyW CW Color Power Combined OtherB M Doppler Doppler Doppler Doppler Modes" [Not-I

Ophthalmic
Fetal
Abdominal
lntraoiperative'
Intracoperative Neurological
Pediatric
Small Organ2

Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal P P P P P P P P13.s,8]
Transrectal
Transvaginal
Transurethral
Transcranial
Peripheral Vascular
Laparoscopic
MSK Conventional
MSI< Superficial
Vascular Access
Nerve Block
Other

N = New indication; P =Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid. Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D14D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block iniections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion! I PS (available only with the CPS transducer).
12 A/M., B/PW Doppler or OW Doppler, B/C/PW Doppler (Tripex) or OW Doppler (Triplex OW), B/Power Dopper!PW Doppler or OW

Doppler, Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

IOTS-5140 Convex lntraopderational Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinicai Application BW M w W Color Power Combined Other

B M Doppler Doppler Doppler Doppler Modes"~ IN.]a

Ophthalmic
Fetal P p p p p p P(3-81
Abdominal P P P P P P P(34SI
lnlraoperalive' P P P P P P P1334]
lnlraoperative Neurological P P P P P P P13-8]
Pediatric P P P P P P P13341
Small Organ2  P p p p P P P[-43
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal P P P P P P P[34]j
Transvaginal P P P P P P P13-811
Transurethral
Transcranial
Peripheral Vascular P P P P P P P13-8]
Laparoscopic
MSK Conventional P P P P P P 1 13-8
MSK Superficial P P P P P P P(3-81
Vascular Access
Nerve Block
Other

N = New indication; P =Previously cleared under K(093462

Notes:
1 Abdominal organs and vascular
2 Breast, Thyroid. Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D/4D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block iniections
40 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion/I GPS (available onlyfwi the GPS transducer).
12 8/M. B/PW Doppler or CW Doppler, BIC/PW Doppler (Triplex) or OW Doppler (Triplex CW), B/Power DoppleriPW Doppler or OW

Doppler, Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

m4DC7-3140 Motorized Convex Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application PW ow Color Power Combined OtherB M Doppler Doppler Doppler Doppler Modes"2  

[N..es]

Ophthalmic
Fetal N N N N N N N[3-81
Abdominal N N N N N N N[3-81
lntraoperative'
lnlraoperative Neurologicail
Pediatric N N N N N N N31
Small Organ2  N N N N N N N(3-81
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Transcranial
Peripheral Vascular
La pa roscopicI I
MSK Conventional N N N IN N N N[34aj
MVSK Superficial N N N IN N N N[3-aJ
Vascular Access
Nerve Block ___

Other

N = New indication; P =Previously cleared

Notes:
I Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D14D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidance of nerve block injections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion / GPS (available only with thte GPS transducer).
12 SIM. Brow Doppler or CW Doppler, BICIPW Doppler (Triplex) or CW Doppler (Triplex CW), 8/Power DopplerIPW Doppler or CW

Doppler, Simultaneous Color Doppler or Power Doppler
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ULTRASOUND INDICATIONS FOR USE TABLES

L40-8/12 Linear Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _ ___

Clinical Application W MW p cw Color Power Combined Other
13 M Doppler Doppler Doppler Doppler Modes"2  

[N..os

Ophthalmic
Fetal
Abdominal
In traape ra live'
lintraoperative Neurological IN N N N N IN Nf3468]
Pediatric N N N N N N Np-so8]
Small Organ2  N IN N N N N N[3 6,8
Neonatal Cephalic
Adult Cephalic
C ardfiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Transcranial
Peripheral Vascular N N N N N N N[3-s,sj
La pa rosco pic
MSK Conventional N N N N N N Np-s
MSI< Superficial N N N N N N N[3-6,81
Vascular Access N N N N N N Nia-6.a8io
Nerve Block IN N N N N N N3689
Other

N = New indication; P =Previously cleared

Notes:
I Abdominal organs and vascular
2 Breast, Thyroid, Testicle
3 Elastography
4 Panoramic Imaging
5 Compound Imaging
6 Freehand 3D Imaging
7 Live 3D/4D Imaging
8 Imaging for guidance of biopsy
9 Imaging for guidarce of nerve block iniections
10 Imaging for guidance of central or peripheral lines
11 Volume Navigation / Image Fusion / GP5 (available only with the GPS transducer).
12 B/M, B/PW Doppler or CW Doppler, B/C/PW Doppler (Triplex) or CW Doppler (Triplex CW). B/Power Doppler/PW Doppler or CW

Doppler, Simultaneous Color Doppler or Power Doppler
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